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FRAGRANCE MATERIALS ASSOCIATION OF THE UNITED STATES
O T Mot NOW, Sulte 9238
Washingion, 2C 20006
Trlephone (2023 293 :szﬁ(%) « Facsimnile (02 40630004
wevw frstragrance org

Via Federal Express

August 16, 2007 =< NTAIN No CB

TSCA Confidential Business Information Center (7407M)
EPA East - Room 6428 Attn: Section 8(e)

U.S. Environmental Protection Agency

1201 Constitution Avenue, N.W.

Washington, D.C. 20004-3302

(202)564-7672

RE: Submission of study results under Section 8(e) of the Toxic Substances Control Act
(TSCA) for Oral Gavage Developm ental Study with “dimyrcetol” 2,6-dimethyl-7-octen-2-
ol (CAS Number 18479-58-8) and 2,6-dimethyl-7-octen-2-yl formate (CAS Number

25279-09-8) in Rats. Regquest to withdraw July 26, 2007 FY1 Submission.
Dear TSCA 8(e) Coordinator:

On behalf of its members, the Fragrance Materials Association of the United States
(FMA) is submitting test results from an oral gavage develop mental study of “dimyrcetol”
in rats, 2,6-dimethyl-7-octen-2-ol (CAS Number 18479-58-8) and 2,6-dimethyl-7-octen-2-
yl formate (CAS Number 25279-09-8). The material that was tested in the
developmental toxicity study in rats was a mixture of 44.2% 2,6-dimethyl-7-octen-2-ol
and 54.8% 2,6-dimethyl-7-octen-2-yl formate.

| am requesting that the “F Y| Submission” dated July 26, 2007 be withdrawn and
replaced by this notification. In reporting the results of the study an inadvertent error
was made in the identification of the substance t hat was tested. The July 26, 2007
submission only identified dimyrcetol (CAS No. 18479-58-8). This notice contains the
correct information on the substance that was tested.

FMA is submitting information on this study pursuant to Section 8(e) of the Toxic
Substances Control Act (TSCA). This information was received through a draft final
report from the contract laboratory that performed the study, Charles River Laboratories,
Argus Division (Horsham, PA, USA). The study was conducted on behalf of the
Research Institute for Fragrance Materials (RIFM). A draft final report of the study is
enclosed with this letter. None of the member companies of the FMA have concluded
that the results of this study indicate a potential substantial risk of injur y to human health
or the environment.

This study does not involve effects in humans. This notification does not contain
confidential business information.
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TSCA 8(e) Coordinator
Page 2 of 2

Study Summary

The Research Institute for Fragrance Materials (RIFM) conducted the developmental
toxicity study on “dimyrcetol,” 2,6-dimethyl-7-octen-2-ol (CAS Number 18479-58-8) and
2,6-dimethyl-7-octen-2-yl formate (CAS Number 25279-09-8) and the draft report was
recently received from Charles River Laboratories, Argus Division, where the study was
conducted. Groups of presumed pregnant female SD rats were orally dosed (via
gavage) with 0, 250, 500 or 1000 mg/kg/day dimyrcetol in a corn oil vehicle on days 7-17
of presumed gestation. On gestational day 21, all rats were euthanized, Caesarean-
sectioned, and a gros s necropsy was performed.

All rats survived until scheduled sacrifice. There were no adverse clinical signs that
appeared to be test-article related. Body weight gains were reduced in the 1000 mg/kg
group compared to the control group during the first few days of the dosage period but
did not persist throughout the dosage or study period. Absolute and relative feed
consumption values were significantly reduced in the 1000 mg/kg group compared to the
control group on GDs 7-10, GDs 10-12, and for the entire dosage period. Despite feed
consumption values that were comparable to the control group during the post-dosage
period, feed consumption values remained significantly reduced for the entire gestation
period.

Fetal weights in the 1000 mg/kg/day group were reduced approximately 3%, probably
reflecting the maternal decreases in body weight and feed co nsumption that occurred

during the first part of the dosage period. No other Caesarean-sectioning or litter
parameters were affected by dosages of dim yrcetol as high as 1000 mg/kg/day. The
1000 mg/kg/day group had increases in the incidence of supernumerary thoracic ribs
with associated significant increases and decreases in the nhumbers of thoracic and
lumbar vertebrae, respectively. There was also a significant reduction in the average
number of ossified hind limb metatarsals in the 1000 mg/kg/day group.

Due to the observed reduced maternal body weights and feed consum ption during the
dosage period in the 1000 mg/kg/day group, the maternal NOAEL was considered to be
500 mg/kg/day. The developmental NOAEL is 500 mg/kg/day due to the slightly
reduced (3%) fetal weights and variations in skeletal ossification observed at 1000
mg/kg/day, a dose that also produced maternal toxicity.

These data will also be used to make a full risk assessment of the material under its
present declared use and exposure as a fragrance ingredient.

Sincerely,

Gl L5

Glenn Roberts
Executive Director
Enclosure
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